Controlled Clinical Trials 


DESIGN, METHODS, AND ANALYSIS 


Official Journal of the Society for Clinical Trials 


Volume 17, Number 1, 1996 


ALEJANDRO R. JADAD, R. ANDREW MOORE, DAWN CARROLL, 
CRISPIN JENKINSON, D. JOHN M. REYNOLDS, DAVID J. GAVAGHAN, 
AND HENRY J. MCQUAY 
Assessing the Quality of Reports of Randomized Clinical Trials: 
Is Blinding Necessary? 
INGAR HOLME 
Relationship Between Total Mortality and Cholesterol Reduction as Found 
by Meta-Regression Analysis of Randomized Cholesterol-Lowering Trials 


STEPHANIE HERTERT, GERI BAILEY, VANNESSA COTTINGHAN, 
SHARON CARMODY, DEBRA EGAN, PHILLIP JOHNSON, AND 
JEFFREY PROBSTFIELD 
Community Volunteers as Recruitment Staff in a Clinical Trial: The Systolic 
Hypertension in the Elderly Program (SHEP) Experience 


THERESE A. DOLECEK, KATHLEEN H. BRADHAM, MARK A. ESPELAND, 
SUSAN E. MARGITIC, ROBERT P. BYINGTON, HELENA HOEN, 
AND L. JAAP KAPPELLE 
Maximizing Recruitment Efforts in a Drug Lipid-Lowering Trial with Dietary 
Intervention to Lower LDL Cholesterol 33 
LARRY GORKIN, ELEANOR B. SCHRON, KATHY HANDSHAW, STEVEN’ SHEA, 
MARGUERITE R. KINNEY, MARTHA BRANYON, JEANNE CAMPION, 
J. THOMAS BIGGER, JR., SUSAN C. SYLVIA, JEANETTE DUGGAN, 
MARIO STYLIANOU, SCOTT LANCASTER, DAVID K. AHERN, AND 
MICHAEL J. FOLLICK 
Clinical Trial Enrollers vs. Nonenrollers: The Cardiac Arrhythmia 
Suppression Trial (CAST) Recruitment and Enrollment Assessment in 
Clinical Trials (REACT) Project 


D. BUDEIRI, A. LI WAN PO, AND J. C. DORNAN 
Is Evening Primrose Oil of Value in the Treatment of Premenstrual 
Syndrome? 
Letters to the Editor 
KEITH O'ROURKE 
Do Low Observed Error Rates Lessen the Need for Study-Specific Data 
Quality Audits? 
DELLA GIBSON, ANGELA HARVEY, AND MAHESH PARMAR 
Response to O'Rourke 


Book Reviews 


| 
13 
23 
69 
71 
| 72 


THE DIGITALIS INVESTIGATION GROUP 
Rationale, Design, Implementation, and Baseline Characteristics of 
Patients in the DIG Trial: A Large, Simple, Long-Term Trial to Evaluate 
the Effect of Digitalis on Mortality in Heart Failure 


Volume 17, Number 2, 1996 


KUNIHIKO HAYASHI, ALEXANDER M. WALKER 
Japanese and American Reports of Randomized Trials: Differences in the 
Reporting of Adverse Effects 

ALAN B. CANTOR 
Power Calculation for the Log Rank Test Using Historical Data 


G. K. DAVIDSON, J. S. EDWARDS, and C. DAVIDSON 
Comparison of Once Daily and Twice Daily Nisoldipine as Monotherapy 
in Essential Hypertension 

R. TERRANOVA and S. LUCA 
Preliminary Results of Beta-Interferon Treatment in the Elderly 


NADINE BOSSARD and JEAN-PIERRE BOISSEL 
Registry of Multicenter Clinical Trials: 14th and 15th Report 1992-1993 


Book Reviews 


COLIN B. BEGG 
Book Review: Statistics in Medical Research: Developments in Clinical Trials 


ARLENE ASH 
Book Review: Exploring Collaborative Research in Primary Care 


List of Reviewers 


Volume 17, Number 3, 1996 


NATHAN HERSHEY 
The Clinical Investigator as Target 


JESSE A. BERLIN AND ROBERTA B. NESS 
Randomized Clinical Trials in the Presence of Diagnostic Uncertainty: 
Implications for Measures of Efficacy and Sample Size 
DINA PILPEL, FRANK J. LEAVITT, AND ESTHER ELIZUR-LEIBERMAN 
Ethical and Cross Cultural Questions Concerning Pediatric Clinical Trials 
MICHAEL HENNESSY, KATHLEEN MACQUEEN, DAVID J. MCKIRNAN, 
SUSAN BUCHBINDER, FRANKLYN JUDSON, JOHN M. DOUGLAS, JR., 
BRAD BARTHOLOW, AND AMY SHEON 
A Factorial Survey Study to Assess the Acceptability of HIV Vaccine 
Trial Designs 
MATTHEW G. LAW 
Sample Size Calculations for Within-Patient Comparisons with a Binary or Survival 
Endpoint 
BARBARA L. NAYDECK, KIM SUTTON-TYRRELL, KAREN BUREK, 
AND GEORGE S. SOPKO 
Organizational Structure and Communication Strategies of the Bypass 
Angioplasty Revascularization Investigation: A Multicenter Clinical Trial 


176 


177 
180 


183 


191 


201 


209 


221 


99 
111 
117 
123 
130 
> 
= 
= 


CHRISTOPHER SILAGY, STEPHEN GRAY, GODFREY FOWLER, 
AND TIM LANCASTER 
Development of a Prospective Register of Smoking Cessation Trials 
RAYMOND O. ESTACIO, SUSAN SAVAGE, NANCY JOHNSON NAGEL, 
AND ROBERT W. SCHRIER 
Baseline Characteristics of Participants in the Appropriate Blood Pressure Control 
in Diabetes Trial 
JAIME CARRANZA-MADRIGAL, JORGE E. HERRERA-ABARACA, 
FORTINO CHAVEZ-CARBAJAL, YOLANDA CAMPOS-PEREZ, 
AND LUIS A. SALAZAR 
Differences in Basal Nocturnal, Meal-Stimulated, and Pentagastrin- 
Stimulated Gastric Secretion Values in a Sample of Healthy Volunteers in 
Basal Conditions and Under Ranitidine Influence 


Book Reviews 
Announcement 
Erratum 


Volume 17, Number 4, 1996 


CURTIS L. MEINERT 
An Open Letter to the FDA Regarding Changes in Reporting Procedures for Drugs 
and Biologics Proposed in the Wake of the FIAU Tragedy 

PETER C. GOTZSCHE 
Blinding During Data Analysis and Writing of Manuscripts 

GENELL L. KNATTERUD 
Comment 

STUART J. POCOCK 
Discussion 

CLAIR HAAKENSON, TOSHIO AKIYAMA, ALFRED HALLSTROM, MIKE R. SATHER 
Masking Drug Treatments in the Cardiac Arrythmia Pilot Study (CAPS) 


KEVIN A. SCHULMAN, HENRY GLICK, MARTIN BUXTON, MARK SCULPHER, 
MARTIN BACKHOUSE, LARRY BELL, JOHN M. EISENBERG 
The Economic Evaluation of the FIRST Study: Design of a Prospective Analysis 
Alongside a Multinational Phase III Clinical Trial 
KAYIHAN ENGIN 
Biological Rationale and Clinical Experience with Hyperthermia 
MICHAEL SCHEMPER AND TERRY L. SMITH 
A Note on Quantifying Follow-Up in Studies of Failure Time 
Letters to the Editor 
DIETER HAUSCHKE AND VOLKER W. STEINIJANS 
A Note on Conventional Null Hypothesis Testing in Active Control 
Equivalence Studies 
TIE-HUA NG 
Reply 
KEITH O'ROURKE 
Two Cheers for Bayes 
JOSEPH B. KADANE 
Reply 
Book Reviews 


235 
242 
258 
266 
270 
271 
273 
285 
290 
292 
294 
304 
316 
343 
347 
349 
351 
| 353 


Volume 17, Number 5, 1996 


CATHERINE S. BERKEY, FREDERICK MOSTELLER, JOSEPH LAU, 
AND ELLIOTT M. ANTMAN 
Uncertainty of the Time of First Significance in Random Effects Cumulative 
Meta-analysis 
MARTIN HJORTH, ERIK HOLMBERG, STIG RODJER, ADAM TAUBE, 
AND JAN WESTIN 
Physicians’ Attitudes Toward Clinical Trials and Their Relationship to Patient 
Accrual in a Nordic Multicenter Study on Myeloma 


CAROLE SIEGEL, EUGENE LASKA, AND MORRIS MEISNER 
Statistical Methods for Cost-Effectiveness Analyses 


MALCOLM M. ANDERSON, JR., LINDA DIEHL BOLY, AND ROY W. BECK 
Remote Clinic/Patient Monitoring for Multicenter Trials 


KIM SUTTON-TYRRELL, SHARON CROW, BETH HANKIN, JOHANNE TRUDEL, 
AND CLAUDETTE FAILLE 
Communication During the Recruitment Phase of a Multicenter Trial: 
The Recruitment Hotline 
Commentary 
LLOYD D. FISHER 
Comments on Bayesian and Frequentist Analysis and Interpretation of Clinical Trials 
Book Reviews 
WILLIAM S. CLEVELAND 
Book Review: Visualizing Data: The New Frontier of Data Analysis 
STEVEN S. COUGHLIN 
Book Review: Ethics in Epidemiology and Clinical Research 
Design Paper 
RICHARD J. LEVINE, JOY R. ESTERLITZ, ELIZABETH G. RAYMOND, 
REBECCA DerSIMONIAN, JOHN C. HAUTH, L. BEN CURET, 
BAHA M. SIBAI, PATRICK M. CATALANO, CYNTHIA D. MORRIS, 
JOHN D. CLEMENS, MARIAN G. EWELL, STEVEN A. FRIEDMAN, 
ROBERT L. GOLDENBERG, SIG-LINDA JACOBSON, GARY M. JOFFE, 
MARK A. KLEBANOFF, ALICE S. PETRULIS, AND JOSE G. RIGAU-PEREZ 
Trial of Calcium for Preeclampsia Prevention (CPEP): Rationale, Design, and Methods 


Announcement 


Volume 17, Number 6, 1996 


Thomas C. Chalmers, MD 
Tributes to Thomas C. Chalmers, MD 


GENELL L. KNATTERUD 
Tribute to Thomas C. Chalmers, MD 


SAMUEL W. GREENHOUSE 
Tribute to Thomas C. Chalmers, MD 


Original Articles 


TAKAHIRO KIUCHI, YASUO OHASHI, MASARU KONISHI, YASUTSUGU BANDAI, 


TOMOO KOSUGE, AND TADAO KAKIZOE 


A World Wide Web-based User Interface for a Data Management System for Use 
in Multi-institutional Clinical Trials — Development and Experimental Operation of 


an Automated Patient Registration and Random Allocation System 


KAREN SUCHANEK HUDMON, CYNTHIA STOLTZFUS, ROBERT M. CHAMBERLAIN, 


RONALD J. LORIMOR, GIDEON STEINBACH, AND RODGER J. WINN 
Participants’ Perceptions of a Phase I Colon Cancer Chemoprevention Trial 


357 


372 


387 


407 


415 


473 


474 


476 


= 
442 
470 
471 
| 
| 
| 
494 


LAURENCE FREEDMAN, GARNET ANDERSON, VICTOR KIPNIS, ROSS PRENTICE, 

C.Y. WANG, JACQUES ROSSOUW, JANET WITTES, AND DAVID DEMETS 
Approaches to Monitoring the Results of Long-Term Disease Prevention Trials: 
Examples from the Women’s Health Initiative 

EDWARD L. KORN AND RICHARD SIMON 
Data Monitoring Committees and Problems of Lower-Than-Expected Accrual or 
Event Rates 


LEMUEL A. MOYE, BARRY R. DAVIS, FRANK SACKS, THOMAS COLE, 

LISA BROWN, AND C. MORTON HAWKINS 
Decision Rules for Predicting Future Lipid Values in Screening for a Cholesterol 
Reduction Clinical Trial 

Book Reviews 

Design Paper 

M. STEWART WEST, J. ALAN HERD, CHRISTIE M. BALLANTYNE, 

HENRY J. POWNALL, SUZANNE SIMPSON, LANCE GOULD, 

AND ANTONIO M. GOTTO JR. for the LCAS Investigators 
The Lipoprotein and Coronary Atherosclerosis Study (LCAS): Design, Methods, 
and Baseline Data of a Trial of Fluvastatin in Patients without Severe ; 
Hypercholesterolemia 


Volume 17 Author Index 


Volume 17 Subject Index 
Volume Contents 


509 
526 
536 
547 
550 
584 
| 


